
lail Label No. 



Dated: 



Docket No.: 01034/100J800-US1 
(PATENT) 



IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 



In re Patent Application of: 
Paul E. Fraser et al. 

Application No.: 09/884,629 Confirmation No.: 3866 

Filed: June 19, 2001 Art Unit: 1632 

For: TRANSGENIC ANIMAL MODEL OF Examiner: J. T. Woitach 

NEURODEGENERATIVE DISORDERS 



PRE- APPEAL BREIF REQUEST FOR REVIEW 

Mail Stop AF 

Commissioner for Patents December 1 6, 2005 

P.O. Box 1450 

Alexandria, VA 22313-1450 

Dear Sir: 

Applicant requests review of the final rejection in the above referenced application. No 
amendments are being filed with this Request. This Request is being filed together with a Notice of 
Appeal pursuant to 37 C.F.R. §1.91(a). A request for an extension of time of three months and the 
accompanying fee are also being filed with this Request. The review is requested for the reasons set 
forth below. 



I. The Examiner Has Failed to Establish a Prima facie Case of Anticipation 

A. The Presently Claimed Invention 

The presently claimed invention is directed to a transgenic non-human mammal which 
encodes a heterologous ampyloid precursor protein 695 (APP695) polypeptide having three 
mutations - 670N, M671L and V717F. The double mutation (K670N and M671L) is commonly 
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referred to as a "Swedish" mutation and the single mutation (V717F) is commonly referred to as 
"Indiana" mutation. See, e.g., Specification p. 10, 11. 25-27. 

B. Hsaio Does Not Provide an Identical Disclosure of the Presently Claimed Invention. 

In rejecting the presently pending claims under 35 U.S.C. § 102(e) over U.S. Patent No. 
6,509,515 ("Hsaio") the Examiner has misapplied the law of anticipation and failed to establish a 
prima facie case of anticipation. Rather then apply the identity test required by the law the 
Examiner applies a more liberal standard stating, "While the instantly claimed transgenic animal 
was not reduced to practice by Hsaio et ah this does not overcome the fact that Hsaio et ah provide 
the necessary teachings to generate the claimed transgenic animal." June 16, 2005 Office Action at 
p. 4. Such findings cannot provide the basis for a finding of anticipation. 

Anticipation under 35 U.S.C. §102 requires that the claimed invention be identically 
disclosed in the anticipating reference. A reference that invites one skilled in the art to pick and 
choose from various unrelated elements disclosed therein is insufficient to establish anticipation. In 
reArkley, 455 F.2d 586, 587 (CCPA 1972), see also In re Bond, 910 F.2d 831, 833 (Fed. Cir. 1990) 
(although anticipation does not require an ipsissimis verbis disclosure in the prior art, the disclosure 
of the prior art reference must be identical). Hsaio does not provide an identical disclosure of the 
presently claimed transgenic animal and therefore does not anticipate the present invention. 

Hsaio 's disclosure of transgenes encoding APP is limited to those disclosed in Table 2 
(col. 12, 11. 45-55) and those reduced to practice (col. 22, 11. 31-49). Hsaio discloses only one 
transgene encoding an APP 6 95 with three mutations, i.e., the transgene encoding human APP 6 95 with 
the triple mutation V717I, V721IA, and M722V. See Table 2, col. 12, 1. 53; and col. 22, 11. 43-44. 
The Examiner cites to Figure 2 of Hsaio as evidence of an identical disclosure of the claimed 
invention. See September 23, 2004 Office Action at p. 6. Figure 2, however, is merely a 
representation of known APP mutations and does not provide an identical disclosure of the 
presently claimed invention. 

Upon review of Hsaio it is evident that the reference does not provide an identical 
disclosure of the following elements of claim 1 : 
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(i) a single transgene encoding any APP polypeptide containing the specific 
mutations K670N, M67 1 L and V7 1 7F; 

(ii) the APP 6 95 isoform of the APP gene having the specific mutations K670N, 
M671Land V717F;and 

(iii) a transgenic non-human mammal whose genome comprises the gene of (ii). 

Although Hsaio fails to disclose each element of claim 1, the Examiner persists that 
Hsaio anticipates the claims, stating "[T]he review of Hsaio et ah indicates that all three mutations 
were known in the prior art and contemplated for use in generating transgenes for use [in] [sic] 
models." June 16, 2005 Office Action at p. 4. While it may be true that the Swedish and Indiana 
mutations were known in the prior art, Hsaio does not disclose any APP gene, let along the 
presently claimed APP695 isoform, having both mutations. Absent such disclose, Hsaio cannot serve 
as a proper basis for a rejection under 35 U.S.C. §102. In re Arkley, 455 F.2d at 587. 

II. The Present Rejection Over Hsaio Should Be Withdrawn 

When comparing the disclosure of Hsaio to the presently pending claims, the Examiner 
has failed to apply the rigorous test of identity required for a finding of anticipation under 35 
: U.S.C. §102. It is not enough that the reference suggests the claimed invention. The law of 
anticipation requires more. The claimed invention must be identically disclosed in the reference for 
it to anticipate. Hsaio does not provide such a disclosure and the present rejection over it should not 
stand. 

Respectfully submitted, 

Dated: December 16, 2005 



DARBY & DARBY, P.C. 
Post Office Box 5257 
New York, NY 10150-5257 
Phone (212) 527-7700 
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